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August 3,2005 

Ortho Molecular P;oducts inc. 
30 17 Busmess Park Drive 

f?o. Box 1060 
Stevens Point, WI 54481 

715342.9881 Phone 
800.332.2351 

7! 5342.9866 Fax 
orthomolecularproducts.cOm 
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This letter will &ye as notification, pursuant to section 403 (r](6) of the Federal Food, Drug, and 
Cosmetic Act and 21 CFR 101.93, that Ortho Molecular Products, Inc. iS Using the following claim  on its 
label (see attached lqbels on ‘page2). 

Name of Man~fact~r~~: Orth~ kkk~l~ ProdWts, Iw- 
3017 Rusiness Park Drive j 
P.Q. Box 106b 
Stevens Point, W1 5448 I 

Statement Terrt: Immune Health 

Dietary Ingredients: ,lGAcetyl-L-Cysteine USP, An$rogral$is Paniculata Leaf &  Stem Extract 
(StandardizedIt contain 20% ~~o~~hi~des), Thyme (A&al Portion) Extract 5:1, Tumer~c Root 
Extract (Standardized to contain 95%.Curcumin);-Eleu~ero.~S~berian Ginseng) Root Extract 
(Standardized to contain 0.8% EIeu~~s~de), B rom&lain (2,&O GDU/@,‘Berberine Sulfate, Licorice Root 
Extract (Stan&rdizad to contain.lZ% Glycyrrhiz‘in), ~~~~a~,veg~ab~~ capsules, Ascorbyl Palmitate, 
Magnesium &earate, ~i~roG~stall~e Cellulose, Silicon Dioxide. : 

Dietary SuppIement Name: Sinatrol 

As required, .enclosed are two photocopies of this notification. 

I certify that the information presented and contained in this notice is coruplete and accurate, and that 
Ortho, Molecular Products, Ina-hai substantiation that the statement is truthful and not m isleading. 

Sincerely, 

Melissa Slager 
Document Control /straining Manager 
Ortho Mol&rlar~Products 
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Ortho Molecular Products Inc. Attwhment of Sinatrol L@els 
30 I 7 Business Park Drive 

EO. Box 1060 
Stevens Point, WI 5448 I 

715.342.9881 Phone 
800,332.235 1 

715342.8866 Fax 

ing potential allergens: PineapplelBromelain. DO not consqe this 
product If you are pregnant or nurwng, Consultyour phystckw for 
further Information. AS with ail dietary supptements, scene Iqdividuals 
may not tolerate or may be alleqc to tie ingredisnts used Please 
read the ingredient pane! carefully prior to ingestlon. Cease:aking 
this product and consult your physician if you have neQk?tiVe reac- 
tians upon ingestion. KEEP CONUINW~~~Y CLOWJ. STORE AT tpw 
EMPERA~URE. KEEP cm OF REACH OF CHILOREN. tThese ststementqhave not 
been evaluated by the FoMi an4 Drug Admlnistratlon. Ths product S not 
intended to illaQrm3. Wat, cure, or PreVont any disease ThiS product was 
seated for your pnMlon.~nat use if cuter bgwh&wl o( mnW%al 

Mdecuhr Products Sinatrd 
g/3/2005 
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